FEDERAL RAI LROAD ADM NI STRATI ON
POST- ACCl DENT LABORATORY PROCUREMENT
ON-SITE AUDI T PROTOCOL
FOR
DTFR53- 02- R- 00003

Laboratories selected for on-site audit will be rated by the FRA's Technica
Oversight Contractor in each of the categories and sub-categories described in
the attached protocol. The Technical Oversight Audit Teamw || award each

| aboratory a total raw score, with individual scores granted for each sub-
category based on a graduated rating scale (scales not included here). Audit
categories and sub-categories directly support (but are secondary to) the
evaluation criteria set forth in Section Mof the RFP

The Technical Oversight Contractor's Audit Teamw || be made up of up to three

i nspectors, including a Team Leader who will have overall responsibility for the
performance of the audit and the evaluation of the |aboratory. At |east two
menbers of the Audit Team are to be forensic toxicol ogi sts hol ding diplomate
status (DABFT). The audit is designed to be conducted over a single day.

Once all of the on-site audits have been conpleted, the Technical Oversight
Contractor will provide FRA a conprehensive report (or individual reports)
which will evaluate the |aboratories in every audited category. The raw score
gi ven each | aboratory by the Technical Oversight Teamin the on-site audit

will be nultiplied by a conversion factor to arrive at a cumul ati ve poi nt

total based on a possible maxi mumaudit award. As specified in the RFP's
Techni cal Eval uation Plan, each | aboratory's audit points will then be added
to the points granted their Technical Proposal in order to determne a fina
grand total score

ON- SI TE LABORATORY AUDI T PROTOCOL

l. Lab Qualifications

A. The laboratory will be asked to denonstrate that it holds the
required licenses/certifications for their jurisdiction and
this contract (DHHS/ SAVHSA)




Laboratory Capability and/ or Experience

A

The | aboratory's capability in urine, blood, and tissue be
rat ed.

The | aboratory's experience in urine, blood, and tissue be
rat ed.

Staffing

A

The quality of the senior managenent personnel who are likely
to have direct hands-on with the FRA contract will be rated.
Included in the evaluation will be senior supervisors and
personnel who will certify FRA data.

The quality of bench analysts, data reviewers, and quality
control personnel who are likely to have hands-on with the FRA
contract will be rated.

The quality of the receiver/accessioners and ot her support
personnel (i.e., data entry, clerical, etc.) who are likely to
have hands-on with the FRA contract will be rated.

The quality of personnel who are likely to advise the FRA on
the significance of analytical data in the determ nation of
accident/incident cause will be rated. These personnel are
expected to have advanced capability in the pharnmacol ogy,
physi ol ogi cal and psychol ogi cal effects, pharnmacokinetics, and
phar macodynam cs of the substances of interest.

The quality of personnel who are likely to provide expert
wi tness testinony on behalf of FRA cases will be rated.

The quality and applicability of the internal and externa
training prograns for |aboratory personnel likely to be
involved in the FRA contract will be rated.

The staffing of Laboratory will be evaluated. Staff levels
versus workl oad, and staff organization (i.e., shift
structure) versus expected turn-around-tinme (TAT) will be
exan ned.



V. Anal yti cal Met hods

A

The quality of receiving, accessioning, aliquoting, and

i nternal chain-of-custody protocols will be eval uated. Special
focus will be placed on experience in blood aliquoting
procedures and techni ques.

The quality of any conparable SOPs and rel ated bench practices
to screen by i munoassay in urine, blood, and tissue will be
eval uat ed.

The quality of any conparable SOPs and rel ated bench practices
for extraction and other sanple preparation requirenents for
confirmation in urine, blood, and tissue will be eval uated.
Recent batch acceptance rates for individual extractors may be
exani ned.

The quality of any conparable SOPs and rel ated bench practices
for confirmation by G M in urine, blood, and tissue will be
eval uat ed.

Note: FRA recogni zes that some | aboratories may not have

exi sting SOPs or bench practices for the Audit Teamto
evaluate. |In that case, the Audit Teamw Il investigate each
area through oral interviews with appropriate |aboratory
personnel . Bl ood cannabi noid, cocai ne, and benzodi azepi ne
procedures will receive special attention. The intent of this
portion of the audit is to help determ ne whether the

| aboratory will be able to detect the required anal ytes down
to the sensitivities required by the FRA contract. CQuality
control data will be reviewed as necessary.

V. Quality Control/Quality Assurance

A

The overall | aboratory quality assurance programw || be
reviewed. The commtnment of the | aboratory to practices which
ensure the accuracy, precision, and scientific defensibility
of the results will be exam ned.

Retained internal quality control data will be reviewed. The
Audit Teamw || exam ne at |east the followi ng questions: Are
trends and bi ases nonitored appropriately and renedial actions
correctly taken? Are quality control materials extended
appropriately and are expired materials efficiently renoved
fromservice? Are materials properly prepared and certified?
Are LOQs, LODs, and LOLs properly determnm ned?




VI .

The results of external quality control prograns will be
reviewed. The Audit Teamw || exam ne at |east the foll ow ng
guestions: Does the |laboratory regularly participate in

nati onal proficiency testing progranms such as SAVHSA or CAP,
and/ or state prograns? Does the |aboratory perform
acceptably? Wen probl enms occur, are they aggressively
pursued and appropriate renedi al action(s) taken?

The | aboratory will be asked if it has produced a false
positive or false negative result in the last two years. |If
answered yes, the root cause(s) of the problem and the
renedi al action taken by the | aboratory will be evaluated to
ensure that simlar error(s) could not reoccur

The quality of any conparable data review SOPs and | aboratory
practices will be evaluated to ensure that adequate safeguards
exi st for the proper review and accurate reporting of data.

Equi prent _and Facilities

A

The principal analytical equipnent likely to be utilized in
FRA testing will be evaluated. This will include technol ogies
enpl oyed for screening, extractions, and confirmation. The
Audit Teamw ||l attenpt to determ ne whether the guantity of
equi prent is sufficient and the quality of the equipnment is
acceptable to properly anal yze FRA speci nens.

Operation and nai ntenance | ogs and tuni ng and calibration
records will be evaluated. The Audit Teamw || exam ne

whet her these records give confidence that equipnment likely to
be utilized in FRA testing perforns accurately with acceptable
| evel s of downti me.

The quality and performance of analytical support equipnent,
i ncludi ng pi pets, balances, refrigerators, etc., will be
eval uat ed.

The physical plant of the laboratory will be evaluated. The
Audit Teamw || exam ne at |east the foll owi ng questions: Do
speci mens appear to flow snmoothly through the | aboratory? Are
spaces arranged in a manner to facilitate managenent of data,
and the proper maintenance of equipnent?

The security of the facility will be evaluated. Access
points, logs, and all other systens designed to protect the
| aboratory, FRA records, and FRA specinens will be exam ned.
Data and specinen storage will also be evaluated. The
adequacy of facilities to maintain the integrity of FRA
records and specinmens will be exam ned.




